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December 11, 2015 
 
Candace Jaruzel, MSN, CRNA 
Instructor 
Department of College of Health Professions/ Anesthesia for Nurses Medical University of 
South Carolina 
Charleston, SC, 29425 
 
Dear Ms. Jaruzel: 
 
At the December 11, 2015 meeting of the Protocol Review Committee (PRC), your research 
protocol entitled “Aromatherapy for Preoperative Anxiety for Female Patients Undergoing 
Breast Surgery: A Feasibility Study” (CTO #: 102425/Sponsor: MUSC; protocol version 
December 10, 2015) was approved as written for use at Hollings Cancer Center. 
 
As required by the NCI for all Designated Cancer Centers awarded a Cancer Center Support 
Grant (CCSG), MUSC-HCC must report all oncology clinical trial activity occurring at MUSC. 
Because the abovementioned study has qualified for PRC review and approval, this study is 
subject to ongoing reporting requirements to the PRC to ensure compliance to CCSG standards. 
As Principal Investigator, it is your responsibility to ensure the following information is 
submitted to the HCC PRC at hccprms@musc.edu. Please make sure that CTO#102425 is 
listed in any email correspondence. 
1) MUSC IRB Initial Approval Letter and Date of Study Activation 
Please note that consideration for approval of this study by the MUSC IRB is pending. The 
MUSC IRB will require the provision of a PRC approval letter within your IRB application. 
Once a study is IRB approved, please submit the IRB approval letter to the PRC. If the study 
does not receive IRB approval and the study is withdrawn, please contact the PRC of this status. 
Study Activation is defined as the time when the study is eligible to begin enrollment to the trial. 
When the study is activated, please provide the PRC this activation date. 
2) All Significant Protocol Amendments require PRC approval 
Significant Protocol changes are defined as changes in any of the following: a) Study objectives, 
b) Research plan or study design, c) Eligibility, d) Statistical Consideration, e) Patient population 
and/or accrual figures. Any significant change requires PRC approval prior to IRB submission. It 
is required that a marked document and/or detailed summary of changes and the PRC 
Amendment Form be provided to the PRC. The PRC form is located at 
http://hcc.musc.edu/intranet/prms/protocolcommittee.htm The PRC Chair will initially 
review the documents and may approve under expedited review. Should there be additional 
concerns, the PRC chair has the authority to request full board review of the amendment. 
2) Monthly Accrual Updates and Biannual Accrual Review 
86	
	
On a monthly basis, it is required that updated accrual information is provided. A copy of the 
accrual log form is located on the HCC PRC website at 
http://hcc.musc.edu/intranet/prms/protocolcommittee.htm 
In addition, PRC conducts a biannual trial performance review in which the level of accrual is 
reviewed. Should your predicted accrual period or accrual estimate change from your initial form 
submission, please contact the PRC. 
3) Changes in Study Status 
When the study is closed to accrual or terminated, it is required that the PRC be notified of the 
status change. Any applicable IRB letter regarding this change in status should be provided. 
 
Conducting research is a critical component of our University’s mission. Thank you for your 
efforts and should you have any questions regarding PRC, please feel free to contact the PRC 




James Ravenel, MD 
Co-Chair, Protocol Review Committee 
 


















































4. To	 maintain	 copies	 of	 all	 pertinent	 information	 related	 to	 the	 research	 activities	 in	 this	 project,	
including	copies	of	informed	consent	agreements	obtained	from	all	participants.	
5. To	 notify	 the	 IRB	 immediately	 upon	 the	 termination	 of	 this	 project,	 and/or	 the	 departure	 of	 the	
principal	investigator	from	this	Institution	and	the	project.	
	
∗Electronic	Signature:	This	document	has	been	electronically	signed	by	the	IRB	Chairman	through	
the	HSSC	eIRB	Submission	System	authorizing	IRB	approval	for	this	study	as	described	in	this	letter.	
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